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This guideline meets NGC's 2013 (revised) inclusion criteria.
Recommendations

Major Recommendations

The strength of recommendations (Strong [ 1], Weak [2]) and quality of evidence levels (A, B, C) are defined at the end of the "Major
Recommendations" field.

Family Presence with Patients in the Intensive Care Unit ICU)

PICO (Patient, Intervention, Comparator, Outcome) Question 1.1

In the critical care environment, does open family presence at the bedside (also called "open visiting") affect family satisfaction?
Recommendation

Given the value family members place on family presence, their dissatisfaction associated with restricted presence, and the benefit of engagement
associated with presence, the guideline authors suggest that family members of critically ill patients be offered open or flexible family presence at
the bedside that meets their needs while providing support for staff'and positive reinforcement to work in partnership with families. (2D)

PICO Question 1.2

Does family presence during interdisciplinary team rounds improve family psychological symptomns, family trust in clinicians, family satisfaction with
and preferences for care or communication, family or clinician conflict, degree of shared decision making (as a direct result of family participation),
and family knowledge?


http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=pubmed&dopt=Abstract&list_uids=27984278

Recommendation

The guideline authors suggest that family members of critically ill patients be offered the option of participating in interdisciplinary team rounds to
improve satisfaction with communication and increase family engagement. (2C)

PICO Question 1.3

Does family presence during resuscitation affect family psychological symptoms, caregiver burden, family trust in clinicians, family satisfaction with
care, family satisfaction with communication, family or clinician conflict?

Recommendation

The guideline authors suggest family members of critically ill patients be offered the option of being present during resuscitation efforts, with a staff
member assigned to support the family. (2C)

Family Support
PICO Question 2.1

Among families of ICU patients, does teaching family members to participate in patient care affect family satisfaction with care, family self-efficacy,
or time to do not resuscitate (DNR) order?

Recommendation

The guideline authors suggest that family members of critically ill neonates be offered the option to be taught how to assist with the care of their
critically ill neonate to improve parental confidence and competence in their caregiving role and improve parental psychological health during and
after the ICU stay. (2B)

PICO Question 2.2

Among family members of ICU patients, do training/education programs for family members affect family psychological symptomns, family stress,
family satisfaction, family self-efficacy, and hospital length of stay (LOS) and costs?

Recommendation

The guideline authors suggest that family education prograns be included as part of clinical care as these programs have demonstrated beneficial
effects for family members in the ICU by reducing anxiety, depression, post-traumatic stress, and generalized stress, while improving family
satisfaction with care. (2C)

PICO Question 2.3

Among family members of ICU patients, does provision of family support such as family peer-to-peer support, "night," or family respite affect
family psychological symptons like post-traumatic stress disorder (PTSD) and family satisfaction with care?

Recommendation

The guideline authors suggest that peer-to-peer support be implemented in neonatal intensive care units (NICUs) to improve family satisfaction,
reduce parental stress, and reduce depression. (2D)

There is no evidence to evaluate date-night or respite, and therefore no recommendation can be made about those topics at this time.
PICO Question 2.4

Do written materials such as pamphlets, education materials, and bereavement materials targeting ICU family members improve psychological
distress or communication compared with usual care?

Recommendation

The guideline authors suggest that ICUs provide family with leaflets that give information about the ICU setting to reduce family member anxiety
and stress. (2B)

PICO Question 2.5

Among family members of ICU patients does an ICU diary program improve/affect psychological symptons (PTSD, anxiety, or depression)?



Recommendation

The guideline authors suggest that ICU diaries be implemented in the ICU to reduce family member anxiety, depression, and post-traumatic stress.
2C)

PICO Question 2.6
In the ICU environment, do decision support tools for families or shared decision making itself improve/affect communication, cost or LOS?
Recommendation

The guideline authors suggest that validated decision support tools for family members be implemented in the ICU setting when relevant validated
tools exist to optimize quality of commumication, medical comprehension, and reduce family decisional conflict. (2D)

PICO Question 2.7

In the ICU environment, do clinician support tools targeting family support or primary palliative care such as checklists, worksheets, and
mnemonics improve family satisfaction, communication, or psychological distress compared with usual care?

Recommendation

The guideline authors suggest that among surrogates of ICU patients who are deemed by a clinician to have a poor prognosis, clinicians use a
communication approach, such as the mnemonic "VALUE" (Value family statements, Acknowledge emotions, Listen, Understand the patient as a
person, Elicit questions), during family conferences to facilitate clinician-family communication. (2C)

Evaluation of Interventions Focused on Improving Communication

PICO Question 3.1

In the ICU setting, do routine interdisciplinary family conferences improve patient or family outcomes, including increasing family satisfaction with
communication and trust in clinicians, and reducing conflict between clinicians and family members?

Recommendation

The guideline authors suggest routine interdisciplinary family conferences be used in the ICU to improve family satisfaction with communication and
trust in clinicians and to reduce conflict between clinicians and family members. (2C)

PICO Question 3.2

Among healthcare clinicians in the ICU, do specific communication techniques such as active listening, empathy and empathic statements, provision
of supportive comments, language translation, or cultural mediation affect family psychological symptomns, family satisfaction with care,
communication or decision making, physician-family conflict, or ICU utilization (LOS)?

Recommendation

The guideline authors suggest healthcare clinicians in the ICU use structured approaches to communication such as that included in the "VALUE"
mnemonic when engaging in communication with family members, specifically including active listening, expressions of empathy, and making
supportive statements around non-abandonment and decision making, In addition, the guideline authors suggest that family members of critically ill
patients undergoing withdrawal of life support be offered a written bereavement brochure to reduce family anxiety, depression and post-traumatic
stress and improve familly satisfaction with commumication. (2C)

PICO Question 3.3

In the ICU environment, do communication-training programs for clinicians, such as education or simulation, improve family psychological
symptoms, family-rating of quality of dying, patient- or family-rated quality of communication, family satisfaction with communication, clinician self-
efficacy, or clinician psychological symptons?

Recommendation

Based on the existing evidence of patient and family burdens associated with poor communication, as well as improved clinician-reported skills and
comfort following communication training, the guideline authors suggest that ICU clinicians receive family-centered communication training as one
element of critical care training. However, no recommendation can be made to suggest the use of any of the specific communication training



programs that have been evaluated based on the existing evidence. (2D)

Evaluations of'the Use of Specific Consultations and Team Members

PICO Question 4.1

Among family members of ICU patients does a palliative care consultation impact ICU and hospital utilization?
Recommendation

The guideline authors suggest proactive palliative care consultation be provided to decrease ICU and hospital LOS among selected critically ill
patients (e.g., advanced dementia, global cerebral ischemia after cardiac arrest, patients with prolonged ICU stay, and patients with subarachnoid
hemorrhage [SAH] requiring mechanical ventilation). (2C)

PICO Question 4.2
Among family members of [CU patients does ethics consultation impact family satisfaction or ICU or hospital LOS?
Recommendation

The guideline authors suggest that ethics consultation be provided to decrease ICU and hospital LOS among critically ill patients for whom there is
a value-related conflict between clnicians and family. (2C)

PICO Question 4.3
Among family members of ICU patients does a psychologist consult improve/affect family outcomes?
Recommendation

The guideline authors suggest a psychologist's intervention be provided to specifically incorporate a multimodal cognitive behavioral therapy
(CBT)-based approach to improve outcomes in mothers of preterm babies admitted to the NICU. Furthermore, the guideline authors suggest that
targeted video and reading materials be provided in the context of psychological support to mothers of preterm babies admitted to the ICU. (2D)

PICO Question 4.4
Among family members of [CU patients does a social work consultation impact family satisfaction?
Recommendation

The guideline authors suggest social workers be included within an interdisciplinary team to participate in family meetings in order to improve family
satisfaction. (2D)

PICO Question 4.5

Among family members of [CU patients does a navigator (care coordinator or communication facilitator) improve family anxiety, depression, post-
traumatic stress, family satisfaction, family, or clinician conflict or resource utilization?

Recommendation

The guideline authors suggest that family navigators (care coordinator or communication facilitator) be assigned to families throughout the ICU stay
to improve family satisfaction with physician communication, decrease psychological symptoms, and reduce costs of care and length of [CU and
hospital stay. (2C)

PICO Question 4.6
Among families of ICU patients, does routine consultation of a spiritual care provider improve outcomes?
Recommendation

Given the consistency of expression of family values for availability of spiritual care, the accreditation standard requirements, and the association
with increased satisfaction, the guideline authors suggest that families be offered spiritual support from a spiritual advisor or chaplain. (2D)

Operational and Environmental Issues



PICO Question 5.1
In the ICU environment, do protocols for withdrawing life support improve outcomes?
Recommendation

The guideline authors suggest that protocols be implemented to ensure adequate and standardized use of sedation and analgesia during withdrawal
of life support. (2C)

PICO Question 5.2
Does the inclusion of nurses in ICU communication about decision making about the goals of care improves family-centered outcomes?
Recommendation

The guideline authors suggest that nurses be nvolved in decision making about goals of care and trained to provide support for family members of
critically ill patients as part of an overall program to decrease ICU and hospital LOS and to improve quality of communication in the ICU. (2D)
No recommendation can be made about how to accomplish this goal due to lack of supporting evidence.

PICO Question 5.3

Does a conprehensive "family-centered care" approach to ICU care improve family-centered outcomes during critical illness?
Recommendation

The guideline authors suggest hospitals implement policies to promote family-centered care in the ICU to improve family experience. (2C)

Further research is needed to examine the effect of hospital and ICU policies designed to promote family-centered care. Additionally, future
research should identify specific program components that drive improvements in family-centered outcomes.

PICO Question 5.4

In the ICU do noise reduction strategies, private roons, or space for family members (beyond single roons for patients) affect patient/family
satisfaction, staff stress, or noise?

Recommendation

Given evidence of harmrelated to noise, although in the absence of evidence for specific strategies, the guideline authors suggest ICUs implement
noise reduction and environmental hygiene practices and use private roons to improve patient and family satisfaction. (2D) No recommendation
can be made for family space. However, it is noted that the Society of Critical Care Medicine (SCCM) guidelines for ICU design recommend
designing new ICUs with family space based upon consensus statement.

Further research is needed evaluating the effect on family-centered outcomes of interventions to reduce noise or improve the ICU environment in
the ICU. Further research is also needed regarding the impact on outcomes of private rooms and family space and the effect of private rooms on
family-centered outcomes.

PICO Question 5.5

Do executive (hospital leadership) walk rounds improve family-centered outcomes in the ICU?

No recommendation can be made due to lack of supporting evidence.

Further research testing executive walk rounds on family-reported outcomes is needed.

PICO Question 5.6

Does consistency in staffing improve family-centered outcomes during critical illness?

No recommendation can be made due to lack of supporting evidence.

Further research is needed to examine the effect of nurse and physician staffing consistency on family-centered outcomes.

PICO Question 5.7



Among family members of ICU patients, does providing a surface for sleep improve family psychological symptoms, quality of life, satisfaction with
care, caregiver burden, family or clinician conflict, satisfaction with communication, self-efficacy, trust in clinicians, conferences, quality of
communication, or time to DNR?

Recommendation

The guideline authors suggest that family sleep be considered and famillies are provided a sleep surface to reduce the effects of sleep deprivation.
(2D)

Further research is indicated to determine outcomes related to provision of a family sleep surface, sleep space, napping, and/or light therapy and
sleep in the ICU environment.

Definitions
Levels of Quality of Evidence
Level Points?  Quality Interpretation
A >4 High Further research is very unlikely to change confidence in the estimate of effect or accuracy
>B =3 Moderate = Further research is likely to have an important impact on confidence in the estimate of effect or accuracy and
may change the estimate
C <2 Low? Further research is very likely to have an important impact on confidence in the estimate of effect or
accuracy and s likely to change the estimate or any estimate of effect or accuracy is very uncertain (very
low)

Points are calculated based on the nine Grading of Recommendations Assessment, Development and Evaluation (GRADE) quality factors.
bLevel C = can be divided into low (points = 2) and very low (points = 1).

Implications of the Strong and Weak Recommendations in the Grading of Recommendations Assessment, Development and Evaluation Method

User Strong Recommendations Weak (Conditional) Recommendations
Clinicians = Most patients should be offered to receive the Recognize that different options should be offered as all will be
recommendation as the most appropriate option appropriate options for different patients
Policy The recommendation can be adopted as a policy in most Should not be considered as a standard of care
makers situations
Patient Most patients in similar condition would accept the Expected variability among different patients with your condition to
recommendation and only a few would not choose or reject the recommendations
Clinical Algorithm(s)
None provided

Scope

Disease/Condition(s)

e (ritical illness (any disease or condition that requires care in the intensive care unit [ICU])
e Psychological symptoms, including acute stress, post-traumatic stress, generalized anxiety, and depression both during and after the critical
illness of'a loved one ("Post-Intensive Care Syndrome-Family")

Guideline Category



Counseling

Management

Clinical Specialty
Critical Care

Nursing

Pediatrics

Psychiatry

Psychology

Intended Users

Advanced Practice Nurses

Allied Health Personnel

Health Care Providers

Hospitals

Nurses

Physician Assistants

Physicians

Psychologists/Non-physician Behavioral Health Clinicians

Social Workers

Guideline Objective(s)

To provide clinicians with evidence-based strategies to optimize the support of the family of critically ill patients in the intensive care unit (ICU)

Target Population

Neonatal, pediatric, and adult intensive care unit (ICU) patients and their family members

Note: Family is defined by the patient or, in the case of minors or those without decision-making capacity, by their surrogates. In this context, the family may be related or unrelated to
the patient. They are individuals who provide support and with whom the patient has a significant relationship.

Interventions and Practices Considered

1. Offering open and flexible family presence within the intensive care unit (ICU), including presence during resuscitation efforts

2. Providing family education and support, including education in patient care, other types of educational/training programns, peer-to-peer
support, written materials such as pamphlets and brochures, ICU diary prograns, and decision-support tools

3. Interventions focused on improving communication, including interdisciplinary family conferences, specific commumication techniques such as
active listening, structured approaches to communication such as that included in the "VALUE" mnemonic (Value family staterments,
Acknowledge emotions, Listen, Understand the patient as a person, Elicit Questions), and communication training programns for clinicians

4. Use of specific consultations and team members, including palliative care consultation, ethics consultation, psychologists, social workers,
family navigators, and spiritual care providers



5. Operational and environmental issues, including protocols for withdrawing life support, inclusion of nurses in ICU communication about
decision making, comprehensive "family-centered care" approach to ICU care, noise reduction strategies, private rooms, space for family
members, and family sleep surfaces

Note: The following interventions/practices were considered but no recommendation could be made: executive (hospital leadership) walk rounds and consistency in staffing

Major Outcomes Considered

e Family psychological symptomns (depression, anxiety, post-traumatic stress disorder [PTSD], prolonged/complicated grief, fatigue, post-
intensive care syndrome [PICS])

e Family quality of life

e Family quality of dying/ratings of dying

e Caregiver (family) burden

e Family decisional regret

e Quality of communication or family conference

e Famiy trust in clinicians

e Family conferences (#/% receiving conferences, time to family conferences)

e Family impact - integrity (divorce rates, bonding)

e Famiy satisfaction with care

e Family satisfaction with communication

e Family self-efficacy

e Family or clinician conflict

e (Clinician quality of dying/rating of dying

e Intensive care unit (ICU) and hospital utilization (ICU length of stay [LOS], ICU costs, hospital LOS, hospital costs, intensity of care,
Therapeutic Intervention Scoring System [TISS])

e (Clinician self-efficacy

e (Clinician psychological symptomns (depression, anxiety, PTSD, burnout, compassion fatigue, moral distress)

e Time to do not resuscitate (DNR) order

e (Clinician job satisfaction

e Quality of teaching

¢ (Clinician retention or intent to leave job

¢ (Clinician time

¢ Adherence to policy/protocols

¢ (Clinician fear of litigation

Methodology

Methods Used to Collect/Select the Evidence
Hand-searches of Published Literature (Secondary Sources)
Searches of Electronic Databases

Searches of Unpublished Data

Description of Methods Used to Collect/Select the Evidence
Incorporation of Patient and Family Perspectives

The perspectives of patients and family members were incorporated in guideline development in two ways: through initial qualitative literature
review and through direct consultation. The guideline authors conducted a scoping review of the qualitative literature relevant to neonatal, pediatric,
and adult patient and family perspectives using PubMed, CINAHL, Web of Science, and PsycINFO. The purpose of this review was to identify
issues of importance to patients and families to generate "Patient, Intervention, Comparator, Outcome" (PICO) questions. A citation report



showed that the number of publications exceeded 100 per year beginning in 1994 (see Electronic Figure 1, Supplemental Digital Content 3 [see
the "Availability of Companion Documents" field]). The guideline authors used this as a basis to determine the year to begin therr literature search in
1994 (for qualitative literature search strategy and results, see Electronic Appendix C, Supplemental Digital Content 4 [see the "Availability of
Companion Documents" field]).

Defining the Relevant Outcomes and Prioritizing the Outcomes

The guidelines writing group developed a list of domains for family-centered care outcomes through a review of the qualitative literature identifying
domains important to patients and family members. The guideline authors then had group members rate the relative importance of each outcome on
a scale of extremely important (10) to not at all important (0). In addition, a sample of survivors and family members also rated the importance of
these outcomes on the same scale producing similar results and supporting the rating results. These outcomes and their importance scores are
shown in Electronic Table 2 (see Supplemental Digital Content 2 [see the "Availability of Companion Documents" field]).

Search Strategy for Systematic Review

In accordance with Preferred Reporting Items for Systematic Reviews and Meta- Analyses (PRISMA) guidelines, the systematic review protocol
was registered with the International Prospective Register of Systematic Reviews on June 14, 2015, and was last updated on December §, 2015
(registration number CRD42015023445). PubMed, CINAHL, and EMBASE databases were searched for quantitative studies in the area of
family-centered care in critical care. The authors narrowed literature to English language studies with a publication date during or after 1994. The
PubMed search strategy and results are shown in the electronic supplement.

The searches were performed in December 2014. After searches in all databases, records were de-duplicated using "near match” in RefWorks®.
Investigators examined reference lists from previous systematic reviews for studies on family-centered care interventions. Investigators searched
the RefWorks® account for intervention terms using "All References" and the "Anywhere" field and sorted records into folders for each PICO
question. Alerts were created and monitored by the librarian, and records uploaded when applicable until June 8, 2015. The Cochrane Central
Register of Controlled Trials (CENTRAL) was searched for relevant registered trials; 154 records of trials were retrieved, of which 11 were in an
ICU setting. An analysis of the predominant source titles was performed by the librarian using Web of Science for a date range of January 1994
through June 2015. Known experts were contacted to inquire about unpublished studies that should be noted. Open Grey

and the New York Academy of Medicine's GreyLit.org were also searched for grey literature.

Eligible studies for this systematic review included randomized trials and observational studies. For mnterventions lacking experimental or
observational studies, qualitative literature that helped to answer the PICO question was accepted but considered to be very low quality of
evidence. They excluded studies where outcomes were not focused on the family or that were not conducted in an ntensive care unit (ICU)
environment (exception made a priori: family presence at resuscitation in the emergency and prehospital setting).

Number of Source Documents

The December 2014 searches identified 4,158 reports after deduplication. Seventy-six additional studies were subsequently included from alerts
and hand searches, and 236 studies were included in the final analyses.

Electronic Supplement Figure 2 (see Supplemental Digital Content 3 [see the "Availability of Companion Documents" field]) describes the
PRISMA [Preferred Reporting Itens for Systematic Reviews and Meta- Analyses] flow diagram of study identification and inclusion.

Methods Used to Assess the Quality and Strength of the Evidence

Weighting According to a Rating Scheme (Scheme Given)

Rating Scheme for the Strength of the Evidence
Levels of Quality of Evidence

Level = Points®  Quality Interpretation
A >4 High Further research is very unlikely to change confidence i the estimate of effect or accuracy
>B =3 Moderate = Further research is likely to have an important impact on confidence in the estimate of effect or accuracy and
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may change the estimate Tnterpretation

Further research is very likely to have an important impact on confidence in the estimate of effect or
accuracy and s likely to change the estimate or any estimate of effect or accuracy is very uncertain (very
low)

Level Points® — Quality
C <2 Low®

Points are calculated based on the nine Grading of Recommendations Assessment, Development and Evaluation (GRADE) quality factors.

YLevel C = can be divided into low (points = 2) and very low (points = 1).

Methods Used to Analyze the Evidence
Review of Published Meta- Analyses

Systematic Review with Evidence Tables

Description of the Methods Used to Analyze the Evidence
Grading of Recommendations Assessiment, Development and Evaluation (GRADE) Process for Grading the Evidence

The guideline authors used the GRADE tool to assess the level of evidence from included studies. Two or three mvestigators exammned and
summarized the literature relevant to each Population, Intervention, Comparison, Outcome (PICO) question. To avoid mtellectual conflict,
guidelines writing group members who had authored a study of interest did not perform the GRADE analysis of their own scientific work.

PICO Questions and Recommendations

The evidence summary and recommendations for each PICO question are presented in the original guideline document. GRADE worksheets and
voting summaries are archived with the Society of Critical Care Medicine (SCCM). For all of the PICO questions, evidence varied significantly in
study design and outcome measures, such that it was difficult to combine results statistically. For this reason, the nature of the individual studies is
described in the narrative after each question.

Methods Used to Formulate the Recommendations

Expert Consensus

Description of Methods Used to Formulate the Recommendations

These guidelines were developed using the Council of Medical Specialty Societies Principles for the Development of Specialty Society Clinical
Guidelines framework. The guideline writing group was composed of international experts in the fields of neonatal, pediatric, and adult critical and
intensive care medicine and family-centered care. The goal was to create a document to optimize family-centered care for the global community of
ntensive care unit (ICU) clinicians who care for patients and family members of all age groups. Full methods are provided in Electronic
Supplement 1 (Supplemental Digital Content 1 [see the "Availability of Companion Documents" field]).

Grading of Recommendations Assessment, Development and Evaluation (GRADE) Process for Grading the Evidence

GRADE methodology was used as described in Guyatt GH, Oxman AD, Kunz R, Vist GE, Falck-Ytter Y, Schimemann HJ; GRADE Working
Group. Rating quality of evidence and strength of recommendations: What is "quality of evidence" and why is it important to clinicians? BMJ. 2008
May 3;336(7651):995-8.

Writing members received training in the GRADE process. Adherence to this process was monitored by a GRADE methodologist.

Recommendations were written to population-specific evidence. For exanmple, if the intervention was only tested in family members of neonates,
the recommendation specifies recommendation for use in family members of neonates.

Quality of Evidence = Baseline evidence in the study [High (H) , Moderate (M) , Low (L), Very Low (VL)]

e High quality (H): Further research is very unlikely to change our confidence in the estimate of effect.



e Moderate quality (M): Further research is likely to have an important impact on our confidence in the estimate of effect and may change the
estimate.
e [ow quality (L): Further research is very likely to have an important impact on our confidence in the estimate of effect and is likely to change
the estimate.
e Very low quality (VL): We are very uncertain about the estimate of effect. Score very low if based upon performance improvement data
Note: The quality of evidence reflects the extent to which the confidence in an estimate of the effect is adequate to support recommendations for a particular intervention (i.e., the

quality of evidence must be assessed relative to the specific context in which the evidence is used). Quality of evidence is first and foremost based upon study design (i.e., randomized
controlled trials (RCTs) generally provide stronger evidence than other research). But the strength of evidence of studies can be decreased or increased by several factors.

Quality of Evidence Modifiers

Increase Evidence Quality Level = Strong association of effect (+1); Very strong association of effect (+2); Evidence of dose-response gradient
(+1); Observed effect reduced by plausible confounders (+1)

Factors that can increase the quality of evidence: (especially for observational studies)

1. Magnitude of effect: large to very large and consistent estimates of the magnitude of the treatment effect (i.e., large relative risk [RR]
increase or decrease with narrow confidence interval [CI]).

2. Dose-response relationship to effect: the longer/bigger the treatment, the more pronounced the effect.

3. Influence of biases: all plausible biases would decrease the magnitude of effect.

Decrease Evidence Quality Level = Serious limitations to study quality (-1 to -2); Important inconsistencies (-1); Uncertainty about directness (-1
to -2); Few outcome events, observations, or wide CI (-1), High probability of reporting bias (-1)

Factors that can decrease the quality of evidence:

1. Study design limitations: lack of allocation concealment; lack of blinding (particularly if outcomes are subjective and their assessiment is highly
susceptible to bias); large losses to follow-up; failure to adhere to an ntention to treat analysis; stopping early for benefit; failure to report
outcomes for which no effect was observed

2. Inconsistency of results: Widely differing estimates of the treatment effect (i.e., heterogeneity or variability in results) across studies suggest
true difference in underlying treatment effect. Variability may arise from differences in populations (i.e., drugs with more profound effect in
sicker patients), interventions (i.e., larger effects with higher drug doses), or outcomes (i.e., dimnishing treatment effect with time). When
heterogeneity exists but investigators fail to identify a plausible explanation, the quality of evidence decreases.

3. Indirectness of evidence: treatments were not directly compared to one another in the sane study (i.e., separate studies comparing each
treatment to a placebo results in only indirect comparisons of the effects of treatments to each other), or significant differences exists
between patient populations, intervention, comparator to the intervention, and outcome of interest, and those included in the relevant studies.

4. Tmprecision: Study includes few patients, or few events or outcomes with wide CI, CI implies that intervention not significant, may cause
harm— CI crosses 0 (numbers reported on both side of 0), or that potential benefits are small compared to risks. As an example, think
about a toxic chemotherapeutic. Ifthe 1 year survival 95% confidence mterval doesn’t cross zero, but comes close enough that patients
might decline therapy given the side effects, this would be imprecision.

5. Publication bias: reporting bias of results (selective reporting of events). Suspicion that negative findings have not been published.

Importance of Outcome: Each outcome for PICO question is graded on a scale of 1-10, based upon their importance to clinicians and patients in
terms of their effect on clinical decision making;

e Rank of 1 — 3: Not important to clinical decision making/less important to patients
e Rank of4 — 6: Important to clinical decision making
e Rank of 7 — 10: Critical to decision making

Incorporation of Patient and Family Perspectives

The perspectives of patients and family members were incorporated in guideline development in two ways: through initial qualitative literature
review and through direct consultation.

Former ICU patients and family members were recruited firom the University of Maryland (UOM) School of Medicine and the University of
California San Diego Health System (UCSD), as well as through patient advocacy organizations, including the Acute Respiratory Distress
Syndrome Foundation, Survivors of Sepsis, and Project Help. This recruitment was done in parallel with an ongoing research study at the UOM
(Institutional Review Board [IRB] HP-0058018) and UCSD (IRB 140458).



Patient and family participants (n=27) were consulted at three time points during the guidelines preparation: 1) development of the definition of
family and family-centered care; 2) creation of the domains for development of PICO questions; and 3) ranking of the importance of outcomes. At
each time point, interviews were done by telephone or email at the preference of the participant.

Rating Scheme for the Strength of the Recommendations

[mplications of the Strong and Weak Recommendations in the Grading of Recommendations Assessment, Development and Evaluation (GRADE)
Method

User Strong Recommendations Weak (Conditional) Recommendations
Clinicians = Most patients should be offered to receive the Recognize that different options should be offered as all will be
recommendation as the most appropriate option appropriate options for different patients

Policy The recommendation can be adopted as a policy in most Should not be considered as a standard of care
makers situations

Patient Most patients in similar condition would accept the Expected variability among different patients with your condition to
recommendation and only a few would not choose or reject the recommendations
Cost Analysis

A formal cost analysis was not performed and published cost analyses were not reviewed.

Method of Guideline Validation

External Peer Review

Internal Peer Review

Description of Method of Guideline Validation

The entire document was reviewed by the Board of Regents for the American College of Critical Care Medicine and the Council of the Society of
Critical Care Medicine. Following these reviews and revisions, the document was sent to 4 professional organizations for line by line review:
Anmerican Association of Critical Care Nurses, Institute of Patient and Family Centered Care, American Thoracic Society, and American College
of Chest Physicians. Following feedback and revisions, the final document was sent to these nine agencies, and endorsement was received:

¢ American Association of Critical-Care Nurses

e Anerican College of Chest Physicians

¢ American Thoracic Society

¢ British Association of Critical Care Nurses

e Furopean Society of Intensive Care Medicine

e Institute for Patient- and Family-Centered Care

e Pediatric Cardiac Intensive Care Society

e Society of Critical Care Anesthesiologists

e World Federation of Societies of Intensive and Critical Care Medicine

Evidence Supporting the Recommendations

Type of Evidence Supporting the Recommendations

The type of supporting evidence is identified and graded for each recommendation (see the "Major Recommendations" field).



Benefits/Harms of Implementing the Guideline Recommendations

Potential Benefits

There is increasing awareness of the importance of improving outcomes for family caregivers and that support for family caregivers can also
improve patient outcommes. Structured interventions and approaches to support family members of critically ill patients are needed both to mitigate
the impact of the crisis of critical illness and to prepare family members for decision-making and caregiving demands. Family-centered care
recognizes the central importance of the family to a patient's recovery and describes the responsibilities of the healthcare team to provide support
for families of seriously ill patients.

Refer to the evidence summary sections following each recommendation in the original guideline document for additional discussion of benefits of
specific interventions.

Potential Harms

e The authors note also note that adverse effects have not been described for most of the interventions, but are possible.

e Open family presence policies can be challenging to mtensive care unit (ICU) staff and may be perceived to increase workload and staff
stress.

e Providers with limited experience with family presence during resuscitation are less supportive of family presence among clinicians than those
who have participated in resuscitation efforts that included family members. Concerns about family presence include the possibility of family
mterference with procedures, impaired staff performance, psychological trauma for family members, and litigation that may arise following a
resuscitation attempt. In a study assessing family-witnessed resuscitation in 162 UK emergency departments, 57 departments reported
adverse events associated with family member presence. Adverse events included family member distress, interference with resuscitation,
distracting the team, and making imappropriate demands on the team.

Refer to the evidence summary sections following each recommendation in the original guideline document for additional discussion of potential
harms of specific mterventions.

Qualifying Statements

Qualifying Statements
Limitations

These guidelines have important limitations that should be acknowledged. First, all 23 recommendations in these guidelines were weak
recommendations, reflecting the relatively low quality of evidence regarding interventions to improve family-centered care. The fact that all
recommendations were weak highlights the newness of this field of research and the importance of future research to identify the most effective
interventions to improve this important aspect of intensive care unit (ICU) care. Future research is needed that examines the benefits and risks of
family presence and participation in ICU settings for patients, families, staff, and clinicians. Quantifying the benefits of partnership with families and
the impact on patient outcomes is also needed. Furthermore, research in this area will require additional work to develop, validate, and disseminate
rigorous family-centered outcome measures incorporating diverse domains such as satisfaction with care, quality of communication, and quality of
decision-making. Second, although the guideline authors used the qualitative literature to support the generation of topics important to patients and
families, and validated topics and importance of outcomes through survivors and families, the pool of patient and family informants was small.
Future guidelines writing teams should consider recruiting patients or family members as coauthors. Furthermore, guidelines writing teams should
consider implementing focus groups or key informant interviews serially to validate the progress of the writing team over time. Fourth, although the
guideline authors identify 23 recommendations that they suggest ICUs consider implementing, they found no comparative effectiveness studies that
can help identify the most effective interventions and it would be impractical to try to implement all 23 recommendations in a single ICU. Therefore,
it will be important that the clinicians and admmnistrators i individual ICUs identify a strategy for staging implementation of selected interventions
according to priorities and available resources. Finally, because of the low level of evidence, it is premature to create accreditation or
reimbursement standards from these recommendations. However, the guideline authors offer the suggested recommendations as best known
practice given the evidence available today.



Implementation of the Guideline

Description of Implementation Strategy

An implementation strategy was not provided.

Implementation Tools
Mobile Device Resources
Resources

Slide Presentation

For information about availability, see the Availability of Companion Documents and Patient Resources fields below.
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